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YOaTIKA Kpépa

Aqueous Cream

BiBALoypa@lkr avagopd - Tomkr viobétnaon / Reference monograph - Local adoption

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

To MPOAMALTOVMEVO TOL YOUAAKTWHUATOTIOLO0 KNPOU KAADTITETAL E PAPHAKOTIOWAKS AVLIOVIKO VALKO EYKEKPLUEVOL
TPOPNBELTH, HE anmodekTH MpayUa Tk mapTida Kot avTiotolylon meog Tn obvBeon avaopdc. Asv anatte(Tal va
avanapaxOel eowTePIKE 0 KNPHG yia va epapuoaTel N povoypadia. To 6pLo 35 NUEPWVY MAPAUEVEL YEVLIKO LTS
npobnobéoelg 6plo kat dev anoteAel metpapatiky otabepdtnta f BUD ouykekpluévng naptidag. dawoguatbavdAn
1% m/m- a€LoAGYNOoN AMOTEAECUATIKOTNTAC OTNY TEALKH o0OVOEDN KOl 0TOV EMAEYUEVO EPLEKTN. H MHRA
avaeépel epedLlond amnd tnv aqueous cream He SLS, 16{we o€ maldld Kal gg xprion oL MoPAUEVEL 0TO HEpPUA.
EpapudéleTal T0 CUVTOPOTEPO TEKUNPLWUEVO OPLO, CUPTEPLAQBOVOUEVOL TOU LTTIOAELTTOEVOL BUD
EVOWHATWHEYNG YaANVIKAG Bdonc.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 35-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Phenoxyethanol
1% w/w: justify suitability in the final formulation and container. MHRA reports irritation with SLS-containing
aqueous cream, especially in children and leave-on use. Apply the shortest supported limit, including the
remaining BUD of any compounded base.

Anaitoopeva tekpApla / Required evidence

KaBoplopévn Kat eYKEKPLEVN TOLdTNTA aviovikol KnpoL BP amd nmpounBeuth, pe ovuvdbn amodoxr mpayUaTkAG
noapTdag: eAeypéveg Aomég mpwTteg DAEG Kat akplBrig obvBean/dladikaaia avaeopdg.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

Actiodoynuévn Tagvounaon tTnG TEALKAC HOPQPHC, OPLOUEVOC TTEPLEKTNG KOl UAAEN, OpoLloyEveLx KoL eBLKO( EAgyxoL
™G MNYAG. MNa ocuvTNPOOHEVN LOATLKY HOPPH TEKUNPLWVETAL N KATAAANAGTNTA TOU CLVTNPNTLKOV 0TO TEALKS pH
KoL gTn ouvoALkr obvBeaon.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

Otav xpnowponote{tatl yaAnvikr B&on: mpaypatiki nuepopnvia mapaokevig, anodEéopsvuon Kat evarnopévov BUD
TNG. To véo TeALKS piypa dev undeviel tov xpdvo tng Bdong.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

EA£yxeTOL N KATAAANAGTNTA TNG PaLvOELALBAVOANG oTNY TeALKH) o0vBeon. Alatnpeital n eWdikh emofpavon MHRA
yla Bavéd epedloud amnd aqueous cream pe SLS, 16{wg og nadLd katl o€ napapovr oto dépua.

Assess phenoxyethanol suitability in the final composition. Retain MHRA advice on possible irritation with
SLS-containing aqueous cream, especially in children and leave-on use.
KpittApla kAeloipatog / Closure criteria

H epevvnTikf eEdpTtnon and ecwTteplkd napackevalduevo KNpd KAeveL pe pnTr xprion tTng kKaboplopévng
ayopacopévng gapuakomolakig motdtntag. H elogepxduevn amnodoyn napapével ouvAdNg amaitnon k&be
TPAYUATLKAG TOPOOKELAG.
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Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.

H npayuatiky anodéopevon anattel oAokAnpwuévo apyelo noptidag, anodekTtd amoTEAECUATA TWY EQAPUOCLUWY
EAEYXWVY Kal LTIOYEYPAUUEVN EKT{UNON BUD UE TO OUVTOUOTEPO TEKUNPLWHEVO bplo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Agv e@apudletal aptBUNTIKS YEVIKS 6pLo éTav dev mAnpolvTal n avtiotown katnyopia, N ocuuPBatr Bepuokpaacia
1 N KATAAANASTNTA TNG 00VOeoNG. Néa €LOLIKE EAETN XPELATETAL Yo EMEKTACN ) YLA AVETIIALTO QLGLKOXNULKO
MPEOBANUA, OXL AMAWC yla TNV mapovaiacn evdc vnd mpodmoBEéaslg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

Mebio epappoynic / Scope

TeAkr] ekdoTik andéeacn tng 14.10.2026. Aev anoTeAE(! MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevan naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc koL mapanopunég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

[5]1 MHRA - Aqueous cream: may cause skin irritation

Advice for healthcare professionals

https://www.gov.uk/drug-safety-update/aqueous-cream-may-cause-skin-irritation

MpoéAevon kaiL mpéoBaocn oTnv Ny / Provenance and source access

BP: mpoéAevon amnd ta napexOUeEvVA anmoondopaTa TS avapepduevns €ékdoonc. H mpoéAevan, n ékdoaon kat tTa dpLa
TWVY MOPEYXOUEVWY QTOCTIAOUATWY/BLBALOYPAPLKWY ava@opwv Slatnpolvtal. To kel{pevo elvat n napexduevn Kat
avaBewpnuévn eyypaer Sikalias, 6yt véa mAjpng avadnuooievon Touv MpwToTONoL TNG NNYACS. NpdoBacn oto
MARPEG MpwTdTULTO YiveETAl aTOV EMioNUO €KkOATN, e TNV amnattoOuevn ddela i guvdpopr. Agv dnAwveTal 4Tt
EKKPEUEC alTnua emavdyxpnong €XeL eyKPLOEL.

BP provenance: supplied extracts of the cited edition. Source provenance, edition and limits of supplied
extracts/references are retained. This is the supplied and revised Sikalias record, not a newly supplied complete
publisher-original text. Consult the official publisher for full originals under the required licence or subscription. No
pending reuse request is represented as approved.
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Z0v0eon avagopadg / Reference formula
Bdon / Basis: 1000 g

ZvoTaTtiko / Ingredient MoootnTa / Quantity

FaAaKkTwpaTonoldg aiowpr BP 300¢g
Emulsifying ointment BP

davoguatbavoin 1049
Phenoxyethanol
KekaBapuévo 66w, mpdopata BPaouévo Kat YuxBEv g.s.ad 1000 g

Freshly boiled and cooled purified water

Mpoamaitovpeva / Prerequisites
CGR-BP-014 Emulsifying Ointment

Meplypa@n okevaopatog / Preparation description
Kpépa: Yoatikr Kpéua. Mpdabeta KpLTipLa euedviong dev TEKUNPLWYOVTAL OTO £EE€TATOEY €L6IKO KelpEVO.
Cream: Aqueous Cream. Additional appearance criteria are not established by the specific text reviewed.

References: [1]

Apaon kai xpon / Action and use
Kpéua WG HAAAKTIKG Kot OO apalwTlkO GAAWY NULOTEPEWY, HeTE emBeBaiwaon cupBatdTnTag.
Emollient cream and potential diluent for other semisolids, after compatibility confirmation.

References: [1], [6]

Mpodiaypagic / Specifications
Fevikr] povoypaeio NULOTEPEWVY.
General monograph for topical semi-solids.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac Kat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TABEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
Tnpe(tal o MEPLEKTNG TNG MNYHG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]
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Nepo kat SuaAvtoTnTa / Water and solubility

davofualbavoin: daAvtdtnTa o€ vepd 25 g/L atoug 20 °C, pH 7. H Katavour tTng oTiC @AoelC TNG KPEUaC Hev
MPOKOTTEL HdVO amd TN CLUVOALKH TEPLEKTIKOTNTA.

Tuotatikd tTnG Bdong CGR-BP-014: Acukr BadeAivn: n avtiotolxn kabapr mpwtn VAN Katd JP elval MpakKTLk&
abLdAvtn oto vePI.

JuotaTtikd TG Bdong CGR-BP-014: Yypr napagivn: n avtiotowyn kabapr npwtn OAN Katd JP elvat mpakTikd
adldAvtn oo vepd.

Phenoxyethanol: water solubility 25 g/L at 20 °C, pH 7. Its phase distribution in a cream cannot be inferred solely
from total concentration.

Component of base CGR-BP-014: White Petrolatum: JP classifies the corresponding pure raw material as
practically insoluble in water.

Component of base CGR-BP-014: Liquid Paraffin: JP classifies the corresponding pure raw material as practically
insoluble in water.

References: [3], [8], [9], [10]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikig vypaciag yla To TeEAKO okeDaoUa. ATto@ebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Osppokpacia / Temperature

®avofualbavoin mpwtnG VANG: onuelo avdeAeEng 126 °C Kat onuelo Téoewg 244,3 °C katd SCCS. Autd eival
(QUOLKOYNMLKA xapaKTNPELOTLKA Kal 6ev opl{Couv Bepuokpaaia ¢OAAENC TNC KPEUAC.

Phenoxyethanol raw material: SCCS reports a flash point of 126 °C and boiling point of 244.3 °C; these do not set
the cream’s storage temperature.

References: [3]

pH kai cupBatoéoTnTa / pH and compatibility

Aev op(CeTtal €dkd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TIpooTIBeTAL PLOBULOTHC PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvBeanc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAemidpaoelg / Other interactions
davogualbavoAn: avTidpd pe Loxupd oEELBWTIKA.
Phenoxyethanol reacts with strong oxidants.

References: [4]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

®awvofualbavoin (CAS 122-99-6): dxpwHo, EAALWBEG LYPS: oxeTIKA mukvéTnTa 1,11 otoug 20 °C Kkat log Pow 1,2.
H dlaAvtétnta o vepd elval 25 g/L otoug 20 °C kot pH 7.

®avoEvalbavoin otn CLYKEKPLUEVN obVOeoN: 1% Mm/m ouvoAlkd. H ouykévtpwan autr 6gv anoteAe( and pévn
NG 6ok anoteAeopaTikKdTNTAG CLVTHPENONG.

YvotaTiké tng Bdong CGR-BP-014: Asvkr BaleAivn: mpwTn OAN PE XOPOAKTNPELOWS dlaAvTtdTNTAG OTO VEPD
«MPOKTLKA adldAvTn» Katd JP.

ZuoTaTtiké TnG Bdong CGR-BP-014: Yypr napa@ivn: mpwTn OAN PE XapAKTNPLOPS SLaAuTéTNTAC OTO vEPD
MPOKTLKE adLtdAvTn» KaTd JP.

zuoTaTiké TNG Bdonc CGR-BP-015: AaovpuAoBetikd vatplo: 1 g oe 10 mL vepol &ilvel dlavyéc i LptdiCov GLdAvua
Katd JP.

Phenoxyethanol (CAS 122-99-6): colourless oily liquid; relative density 1.11 at 20 °C, log Pow 1.2; water solubility
25 g/Lat 20 °Cand pH 7.

Phenoxyethanol in this formula: total 1% w/w. Concentration alone is not a preservative-effectiveness test.
Component of base CGR-BP-014: White Petrolatum: raw-material water solubility is classified as practically
insoluble by JP.

Component of base CGR-BP-014: Liquid Paraffin: raw-material water solubility is classified as practically insoluble
by JP.

Component of base CGR-BP-015: Sodium lauryl sulfate: JP describes a clear or opalescent solution of 1 g in 10 mL
water.

References: [1], [3], [8], [9], [10], [11], [12]

MpooTtacia epyalopévwy / Staff protection

dawoguatbavéAn: MPooTATEVTIKA yavTia Kot evdupaoia, yvaAld aopaisiag, agplopds: anopuyr dnuovpylag
otayovtdiwv/ouixAng.

Kabapr HoKpLUPAvIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY KoL YAVTLa KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Phenoxyethanol: protective gloves, clothing and safety goggles; ventilation and prevention of mist generation.
Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

References: [11], [2], [4], [5]
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ExTtipnon kivdovov / Risk assessment

davofualbavoin: amoppoedTal amnd to SEpUa Kol Pnopel va epedioel paTLa, dEPUa KoL AVATVELOTLKO.

H yaAaktwpatonoldc Bdaon meptéyel AaovpuAoBelkd vatplo. H MHRA cuvdéel Tnv aqueous cream He TOOVELUO,
Kayo Kot epeBLoud, Wolaitepa o€ maldLd Kot o€ xprion mov mapapével oTo dépua.

ZuyKekpLuévn nmaptida avagopdc: 1000 g. Mpwto ovotaTikéd: NaAakTwuatonoldc aArolery BP, 300 g. EAEyETe
aQVEEAPTNTA TN XNULIKA HopeH, TIC HOVvADEeC Kal KABe KAludkwaon mpv and Coywon.

EAEYETE oelpd mpooBrKNG, dlagopd Beppokpaciag pATEWY KL OLOLOYEVELX HETE TNV YOEN. AlaXWPLoPSG pdoewy
propel val aAAGEEL TOTILKE TMEPLEKTIKOTNTA KOL KATAVOUR oLVTNPENTLKOL- 6ev anokabiotaTtal avbaipeta pe
np6éaBeTo vePOS 1 YOAAKTWHOATOMOLNTH.

KataypdyTte yla TNV TOomkr avéAvon moagdtnta avd napaokevr, ouxvotnTa £pyaciag, SLdpKeLa avoLlKTOD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcdbouv
NG aloAdynong- 6ev amnodibetal MPOooYNUATIKOG TEAKOC BaBUdC KlwbOvou.

Oeppikd oTddLo TNG oLYKEKPLPEVNG dladikaoiag: eAEyETe BepudueTpo, TPOMo BEpUavVanG, XPovLkr dldpkela Kat
anopuyr unepBEpuavonc/anwAeLag dLaAdTn. To TéAog avdutEng dev TavtileTal pe TekKUNPLWPEVN YOEN A A PN
opoyevomno(non.

Znueio eAéyyov amodéopevons: EAEYETE CLUOOWHATWUATA, KPLOTAAAOLC, TOTILKEG BLAPOPEC LPNG KaL EAEDBEPO
LYPS HETE TNV OAOKARPWON TNG HUEBBBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc naptidag Kol MPAYHATIKES
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 08 GAAO avaULKTAPA 6ev amodelkviel Looduvauia.

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH) AAKOOAN: purmopel va MPokaA£oeL Tomkr depuaTikr avtidpaaon. A§loloyriote
KOL T® OLOTATLKE TNG XPNOLponolobuevnG Bdong.

Phenoxyethanol can be absorbed through skin and may irritate eyes, skin and respiratory tract.

The emulsifying base contains sodium lauryl sulfate. MHRA reports stinging, burning and irritation with aqueous
cream, particularly in children and leave-on use.

Reference batch: 1000 g. First ingredient: Emulsifying ointment BP, 300 g. Independently check chemical form,
units and every scale conversion before weighing.

Check addition order, phase-temperature difference and uniformity after cooling. Phase separation can alter local
strength and preservative partitioning; do not repair it arbitrarily with water or emulsifier.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [11], [4], [6], [14], [16], [18]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avdugn: Tavtonolnon XNUIKAG Hop@en¢ Kal mapTtidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd npoabrikng elval auTéG TNG
noapakdTw dladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [5]
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Tekpunpiwon BUD / BUD rationale

To MPOAMALTOOEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETOL E PAPUAKOTIOLAKS AVLIOVLIKO LALKO EYKEKPLUEVOL
MPOUNOeLTH, HE AnodeKTH MpaypaTikh mapTida Kat avTiotoixlon mpog tn obvBeon avagopdc. Asv anatte(Tal va
avanopaxOel EowTEPLKE 0 KNPOC yla va e@papuoaTel N povoypaeia. To éplo 35 nUEPWVY MOPAUEVEL YEVIKS LTI
npoinoBéoelc dpLo Kol bev amnoteAel nelpapatiki otabepdtnTa } BUD ouykekplpuévng napTtidag. dalvoguatbaviin
1% m/m- a&LoAGYNOoN AMOTEAECUATIKOTNTAG OTNY TEALKH o0OVOEDN KAl 0TOV EMAEYUEVO TTEPLEKTN. H MHRA
avagépel epeBlopd and Tnv aqueous cream e SLS, Blwg oe madld kat o€ xprion mov MapapEVEL 0TO dEpua.
Epapudletal To OUVTOUOTEPO TEKUNPLWHEVO OPLO, GUUTEPLAAUBAVOUEVOL TOL LTIOAELSEVOL BUD
EVOWUOATWHEVNG YAANVIKAG Bdong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 35-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Phenoxyethanol
1% w/w: justify suitability in the final formulation and container. MHRA reports irritation with SLS-containing
agueous cream, especially in children and leave-on use. Apply the shortest supported limit, including the
remaining BUD of any compounded base.

References: [6], [17], [19], [20], [21]

Mpoamaittovpeva / Prerequisites

O aviovtkd¢ knpdc tng CGR-BP-015 kaAlmTeTal e TNV 066 ayopdc TG KaBopLonévne GopaKOTOWAKAG
nmotétntoc. Epdoov ypnotuomnote(tal n evdldueon CGR-BP-014, Kataypd@eTal N MPayUaTIKY anodéaueuan Kot n
S6laBéoun dldpkeld tng. H obvBean kat oL umdAolneg eEapTATELC TNG MNYAG dlatnpolvTal.

Fulfil CGR-BP-015 through procurement of the defined pharmacopoeial anionic wax grade. If intermediate
CGR-BP-014 is used, record its actual release and available dating. Source composition and other source
dependencies are retained.

References: [6], [171], [19], [20], [21]

EEomAlopog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnTthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava OYKOUETPNONG YL MOoHTNTEG ML.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.

References: [1]

M£0060¢ mapaokevng / Compounding method

AlaAboTe TN @awoEvalbavoin oe BdwWp nepinov 60 °C péxpL mepinov 700 g dlaAbpatog. TAETe tn Bdon Kat
EVOWMATWOTE TNV LOATIKA Edon éTav kat ot 0o elval mepinov 60 °C. Avadebote Ara HéxPL YOENG Kat
ouunAnpwote ota 1000 g.

Dissolve phenoxyethanol in water at about 60 °C to approximately 700 g solution. Melt the base and add the
aqueous phase with both at about 60 °C. Stir gently during cooling and adjust to 1000 g.

References: [1]

Napatnpnioslg / Observations

EnaAnBebote oupBatédTnTa PV TN XPoN WG apatwTkol. H aAAayr cuvtnpnTikol xpeldletal Tekunpliwon Kot
diAwon.

Confirm compatibility before use as a diluent. A preservative change requires supporting evidence and
declaration.

References: [1]
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MNeplékTNG KaL ovokevaoia / Container and packaging

EmAoyn yia tomkr aEloAdynon: oteyavd cwAnvdplo i 6oxelo NULOTEPEWY UE KATEAAANAN emévduan. Mpwv amnd
MApwaon eAéyyxovTtal KaBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CUUBATATNTA LALKOD/MWHUATOC. H ELOIKA
pHovoypo@ia 6EV TEKUNPLWVEL CUYKEKPLUEVO EUMOPLKO TMEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MowoTikO6G éAeyxoG / Quality control

H €81k povoypagia 6ev 6lvel xwploTd moooTikd MPoadloplond. EAEYETE TNV TaLTOHTNTO/MOOTNTA TIPWTWY LAWY
KOL TLG YEVIKEG QAPUOKOTIOWAKEG AMOALTATELG TNG GUYKEKPLUEVNG HOPGHIG TIOL MOPATEUTEL N TTNYH.

H uébodog, to éplo amnodoyxnc, N MPAYHATIKY TLUA KoL 0 EAEYKTAC KaTaypdgovTal XwpLtoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
alttioAdynon.

The specific monograph supplies no separate assay. Check starting-material identity/quality and the general
pharmacopoeial dosage-form requirements referenced by the source.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [16]

®0Aagn / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal enALov n Bepuokpacia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H mnyr 6gv TekUNpLwvel avBaipetec aAAayéc Bepokpaoiac.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [7]

A1aOeon / Dispensing

AldBeon pe cagry 066 xpriong, MEPLEKTIKOTNTA Kal nuepounvia xpriong. H moodtnTa avd epapuoyrn Kat n
oLYVOTNTA CLUUMANPWYOVTAL CUUPWVA LE TN CLVTAYH.

AlokOyTe TNV €Qappoyr edv mpokaAel £peBLOPS Kot aELOAOYAOTE EVOAAAKTIKG HAAAKTLKS.

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH aAKOOAN: propel va mpokaAéoel Tomkr depuatikr avtidpaon. A§loloyriote
KOL TQ OLOTATLKE TNG XPNOLomolobueYNG Bdong.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

Stop application if irritation occurs and assess an alternative emollient.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [6], [18]
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EmioApavon / Labelling

Y6aTikA Kpéua

EEwTepkn xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAOEN:

©eppokpaoia yla To BUD auTtAg tng naptidag:

NepLtéxel KNTOoTEAPUALKH | KNTUALKA OAKOOAN: pmnopel va mpokaAéoel Tomkh Seppatiky avtidpaon. AEloAoyroTe
KoL T® OLOTATLKE TNG XPNOlonolobuevNG Bdong.

Aqueous Cream
External use

Quantity: _ Batch: __
Prepared: __ Useby:
Patient / dose / frequency:
Storage:

Temperature for this batch BUD:
Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [18]

final_decision / final_decision

To MPOAMALTOVMEVO TOL YOAQAKTWHATOTOLO0 KNPOU KAADOTITETAL E PAPHAKOTIOWAKS AVIOVIKO VALKO EYKEKPLUEVOL
npopnBevTr, e anodekTr MpaypaTiky napTida kat avtioTolylon npog tn abvlean avagopds. Asv anatteltal va
avanopaxel eowTePKE 0 KNPAOC yia va e@apuooTel N povoypagia. To éplo 35 nuepPWV Mapapével YEVIKS Lo
npoinobéaclg éplo kat dev anoteAel melpapatiky otabepdtnta ff BUD ouykekpiuévng naptidag. dawoguatbavdAn
1% m/m- a€LoAGYNON AMOTEAECUATIKOTNTAC OTNY TEALKH o0OVOEDN KOl 0TOV EMAEYUEVO EPLEKTN. H MHRA
avoPépel epeBLOd amd TNV aqueous cream He SLS, 16{wg og madLd Kal o€ Xprion mov MoPAEVEL OTO dEppa.
E@apudéletal To cLVTOUOTEPO TEKUNPLWHEVO OPLo, GUUTEPLAAUBAVOEVOL TOL LTIoAELTOEVOL BUD
EVOWMOTWHEVNG YAANVIKAG Bdong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 35-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Phenoxyethanol
1% w/w: justify suitability in the final formulation and container. MHRA reports irritation with SLS-containing
aqueous cream, especially in children and leave-on use. Apply the shortest supported limit, including the
remaining BUD of any compounded base.

References: [6], [171], [19], [20], [21]

AveEdpTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpuevng nnyng. Aev anoteAel enlonun petdepaon i €ykplon Tou
€KOOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc koL mapanopunéc / Sources and references

[1] British Pharmacopoeia 2016 - Aqueous Cream

2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3] European Commission SCCS - Opinion on Phenoxyethanol, SCCS/1575/16

6 October 2016 | pp. 6-7; physicochemical data | ingredient facts | 2026-09-12
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https://health.ec.europa.eu/system/files/2021-08/sccs_o_195_0.pdf

[4] ILO/WHO - International Chemical Safety Card 0538: 2-Phenoxyethanol

August 2003 | Hazards, prevention, physical/chemical properties | ingredient facts | 2026-09-12
https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=0538

[5] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf
[6] MHRA - Aqueous cream: may cause skin irritation

March 2013 article, published 11 December 2014 | Sodium lauryl sulfate; leave-on use | clinical safety | 2026-09-12
https://www.gov.uk/drug-safety-update/aqueous-cream-may-cause-skin-irritation

[7] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html

[8] MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[9] British Pharmacopoeia 2016 - Emulsifying Ointment

2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

[10] MHLW - Japanese Pharmacopoeia XVIII: Liquid Paraffin

JP XVIII, 2021; English text | Printed p. 1477; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[11] MHLW - Japanese Pharmacopoeia XVIII: Sodium Lauryl Sulfate

JP XVIII, 2021; English text | Printed p. 1718; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[12] British Pharmacopoeia 2016 - Emulsifying Wax

2016 | PDF pp. 1-2; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

[13] Illinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[14] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[15] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[16] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[17] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[18] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
2026-10-14
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https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx

[19] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300 | Targeted prerequisite / publication decision; not batch result | 2026-10-14
https://www.vvfllc.com/EmulsifyingWaxes.html

[20] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance | Targeted prerequisite / publication decision; not batch result | 2026-10-14
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma

[21] British Pharmacopoeia: Content Usage Licence for Individual Users

Sections1,4 and5 | Targeted prerequisite / publication decision; not batch result | 2026-10-14

https://www.pharmacopoeia.com/single-user-online-licence
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